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DETAILED ACTION 

Response to Amendment 

1 . Claims 3 1 , 43, 67 and 73 have been amended as requested in the amendment filed 
on May 22, 2008. Following the amendment, claims 31, 33-48 and 51-73 are pending in the 
instant application. 

Claims 47 and 51-66 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention. Applicant timely traversed the restriction 
(election) requirement in the reply filed on February 27, 2006. 

Claims 31, 33-46, 48 and 67-73 arc under examination in the instant office action. 

2. Any objection or rejection of record, which is not expressly repeated in this action 
has been overcome by Applicant's response and withdrawn. 

3. Applicant's arguments filed on May 22, 2008 have been fully considered but they 
are not deemed to be persuasive for the reasons set forth below. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

5. Claims 31, 33-46, 48, 67, 68 and 72-73 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

6. Claims 3 1 , 67 and 73, as currently presented, are vague and indefinite for 
recitation "improves or stabilizes one or more clinical features of a CNS disorder in a patient". 
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The metes and bounds of the recitation cannot be determined from the claims or the instant 
specification, as filed. For example, schizophrenia, a CNS disorder, is characterized by clinical 
features of delusions and hallucinations. Thus, the instant composition is claimed to improve or 
stabilize delusions or hallucinations in a patient, which renders the claimed subject matter 
ambiguous. 

7. Claims 45 and 46 stand vague and indefinite for recitation of Ap polypeptide with 
substitutions within the SEQ ID NO: 1. Applicant submits that the specification defines Ap 
polypeptide as being represented by a molecule with substituted amino acids, "the broadest 
interpretation of the term " Ap polypeptide" recited in claim 3 1 includes the substitutions recited 
in claims 45 and 46" (p. 9 of the Response). However, claim 45 specifically defines Ap 
polypeptide as comprising residues 1-39 of SEQ ID NO: 1 and having substitutions, thus making 
the structure of the claimed embodiment mutually exclusive. Amendment to the claim to recite 
"AP polypeptide which differs from the peptide comprising amino acids 1-39 of SEQ ID NO: 1 
by one or more substitutions of a single amino acid residue at position 5, 10, 13, 19 or 20" would 
obviate this ground of rejection. 

8. Claims 48 and 72 stand vague and ambiguous for reciting specific characteristics 
of the claimed composition in terms related to "permeability", PS product, "the protein", 
"different brain regions" and adjustment of the reading after correction for reasons of record in 
section 10 of Paper mailed on February 22, 2008. Applicant argues that, "an assay and the terms 
used in the claims are not only described in the specification as originally filed (see, e.g., page 1, 
lines 16-18; page 13, line 28 through page 14, line 27; and page 15, lines 13-20) but also were 
well known in the art as of the filing date of the present application [Poduslo et al. articles]. 
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Accordingly, Applicants respectfully submit that one of skill in the art would not find claims 48 
or 72 vague and/or ambiguous" (p. 9 of the Response). Applicant's argument has been given 
careful consideration but is not persuasive for the following reasons. 

The instant claimed invention is directed to a product, specifically a therapeutic 
composition comprising two polypeptides linked to each other, which defines its distinguishing 
inventive property. As fully explained in the previous office action of record, the presence of the 
limitation, which further characterizes the claimed product by reference to its ability to cross 
BBB while not specifically pointing out as how to distinguish those compositions that meet the 
limitations of claims 48 and 72 from the ones that do not, makes the claimed subject matter 
vague and ambiguous. 

Section 1 12 of the patent statute describes what must be contained in the patent 
specification and mandates that it must contain "a written description of the invention." 35 
U.S.C. §112 1 1. See Vas-Cath Inc. v. Mahurkar, 935 F.2d 1555, 1563, 19USPQ2d 1111, 1117 
(Fed. Cir. 1991). Further, the second paragraph of 35 U.S.C. 1 12 recites the following two 
separate requirements: 

(A) the claims must set forth the subject matter that applicants regard as their invention; and 

(B) the claims must particularly point out and distinctly define the metes and bounds of the 
subject matter that will be protected by the patent grant. 

MPEP 2171 specifically points out that an "essential purpose of patent examination is to 
determine whether or not the claims are precise, clear, correct, and unambiguous. The 
uncertainties of claim scope should be removed, as much as possible, during the examination 
process". 
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The Examiner maintains that claims 48 and 72 are indefinite because neither the claims 
nor the instant specification provide clear delineation of the material limitations of the claimed 
products so that one skilled is able to distinguish the claimed subject matter from compositions 
known in prior art or claimed in claim 31, for example. Alternatively, the claims do not satisfy 
the written description requirement because a skilled practitioner cannot envision the structure of 
the claimed compositions and distinguish the product of claim 48 from the product of claim 31, 
for example. 

9. Claims 33-44, 68, 70 and 71 are indefinite for being dependent from indefinite 

claim. 

Claim Rejections - 35 USC § 102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or ;i foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

11. Claims 31, 33-35, 43, 48, 69 and 72-73 stand rejected under 35 U.S.C. 102(b) as 
being anticipated by Solomon et al., 1997, for reasons of record in section 13 of Paper mailed on 
February 22, 2008. 

Applicant traverses the rejection on the premises that Solomon article does not teach "a 
composition comprising sterile, pharmaceutically acceptable carrier or excipient" and states that, 
"Solomon described treating PC 12 cells cultured in a DMEM cell culture medium, containing 
components which the skilled artisan would recognize as inappropriate in a carrier or excipient 
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for a therapeutic composition" (p. 10 of the Response). Applicant's arguments have been fully 
considered but are not persuasive for reasons that follow. 

The fact that composition comprising Ap linked to anti-Ap antibody of Solomon et al. 
was indeed sterile is self-obvious as it was used to treat cell cultures in vitro for at least two days. 
Further, the medium used to culture PC 12 cells is compatible with physiological conditions, and 
not incompatible with pharmaceutical use. Since the instant specification does not provide any 
limiting definitions of pharmaceutical carriers, the prior art's culture medium would appear to be 
encompassed by the broadest reasonable definition of a "pharmaceutical carrier". 

For reasons of record in previous communication of record and reasons above, the instant 
rejection is maintained. 

12. Claims 3 1 , 33 and 42-43, 45-46, 48, 67-68 and 70-73 stand rejected under 35 
U.S.C. 102(b) as being anticipated by Schenk, 1999, W099/27944 for reasons of record as 
applied to claims 31 and 42-45 in section 5 of Paper mailed on August 28, 2007 and section 20 
of Paper mailed on February 22, 2008. 

At p. 11 of the Response, Applicant argues that, "Schenk does not anticipate the claimed 
invention because Schenk failed to disclose or suggest an Ap polypeptide linked to a therapeutic 
non-Ap polypeptide, wherein the non-Ap polypeptide improves or stabilizes one or more clinical 
features of a CNS disorder in a patient, as recited in claim 31, 67 or 73". Applicant's argument 
has been fully considered but is not persuasive because the limitation cited by Applicant as 
distinguishing feature is addressed by the Examiner in section 6 of the instant office action as 
being vague and indefinite. MPEP 2111 [R-l] specifically states that when analyzing the scope 
of the claimed subject matter, the teachings of the specification are to be taken into account 
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because the claims are to be given their broadest reasonable interpretation that is consistent with 
the specification (see MPEP 211 1 [R-l], which states that claims must be given their broadest 
reasonable interpretation 

"During patent examination, the pending claims must be "given *>their< broadest 
reasonable interpretation consistent with the specification." In re Hyatt, 211 F.3d 1367, 1372, 54 
USPQ2d 1664, 1667 (Fed. Cir. 2000). Applicant always has the opportunity to amend the claims 
during prosecution, and broad interpretation by the examiner reduces the possibility that the 
claim, once issued, will be interpreted more broadly than is justified. In re Prater, 415 F.2d 
1393, 1404-05, 162 USPQ 541, 550- 51 (CCPA 1969)". 

Thus, since the material limitations of the claimed composition are fully disclosed by 
Schenk document, then the art anticipates and the instant rejection is maintained. 

Claim Rejections - 35 USC §103 

13. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

14. Claims 36-40 and 44 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Solomon et al, 1997 for reasons of record in section 16 of Paper mailed on February 22, 
2008. 
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Applicant traverses the rejection on the premises that are similar to the traversal of 102(b) 
rejection of claims 31, 33-35, 43, 48, 69 and 72-73 in section 1 1 above. "As discussed above in 
Section III, Solomon neither discloses or suggests that its composition comprises a sterile 
pharmaceutically-acceptable carrier or excipient or that the antibody in the inmmnocomplex 
improves or stabilizes one or more clinical features of a CNS disorder in a patient as defined in 
the specification and in claim 31, from which claims 36-40 and 44 depend" (p. 13 of the 
Response). Applicant's arguments have been fully considered but are not persuasive for the same 
reasons as fully explained in section 1 1 above. Briefly, Solomon et al. reference teaches sterile 
and pharmaceutically acceptable carrier for the composition, which is structurally identical to the 
one of claims 31, 33-35, 43, 48, 69 and 72-73, thus making the instant invention of claims 36-40 
and 44 obvious. 

For reasons of record in previous communication of record and reasons above, the instant 
rejection is maintained. 

Allowable Subject Matter 

15. Claim 41 directed to therapeutic composition comprising an amyloid beta (AP) 
polypeptide linked to a monoclonal anti-Ap antibody wherein the antibody is polyamine 
modified and a sterile pharmaceutically acceptable carrier or excipient, would be allowable if 
rewritten to overcome the rejection(s) under 35 U.S.C. 112, 2nd paragraph, set forth in this 
Office action and to include all of the limitations of the base claim and any intervening claims. 



Conclusion 
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16. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Olga N. Chernyshev whose telephone number is (571) 272-0870. 
The examiner can normally be reached on 8:00 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey J. Stucker can be reached on (571) 272-091 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



August 12, 2008 

/Olga N. Chernyshev, Ph.D./ 
Primary Examiner, Art Unit 1649 
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